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DETAILED ACTION 
Specification 

1 . The specification is objected to as failing to provide proper antecedent basis for 
the claimed subject matter. See 37 CFR 1 .75(d)(1 ) and MPEP § 608.01 (o). Correction 
of the following is required: Claims 28 and 42 recite the limitation "wherein the hinge 
length is smaller than the hinge thickness" in line 2. 

Claim Objections 

1 . Claim s 33, 34, 47, 48, and 55 are objected to because of the following 
informalities: Claims 33, 47 and 55 recites the limitation "a strut" in line 4. Claims 34 
and 48 recite the limitation "axial struts" in line 2. There is insufficient antecedent basis 
for this limitation in the claim. Appropriate correction is required. 

Claim Rejections - 35 USC §112 

1 . The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

2. Claims 29-30, 32-34, 43, 44, 46-48, 53-55 are rejected under 35 U.S.C. 112, first 
paragraph, as failing to comply with the enablement requirement. The claim(s) contains 
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subject matter, which was not described in the specification in such a way as to enable 
one skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and/or use the invention. The limitations in claims 29 and 43, "the hinge width is 
smaller than the hinge thickness" and "the hinge width is no greater than 60% of the 
hinge thickness" are not disclosed in the specification. The limitation in claims 30, 44 
and 53, "the hinge width is at least 50% smaller than the beam width" is not disclosed in 
the specification. The limitation in claims 32, 46 and 54 "the hinge width is 2/3 the beam 
width is not disclosed in the specification. The limitation in claims 33, 47 and 55 
"extends less than 10 percent of a length of a strut" is not disclosed in the specification. 
The limitation in claims 34 and 48, "a length of the axial struts is 1:6 or less" is not 
disclosed in the specification. 

3. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter, which the applicant regards as his invention. 

4. Claims 33, 47 and 55 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. It is unclear which direction the cross sectional 
area is taken and so it is also unclear what is meant by the statement "an abrupt 
transition, which extends less than 10 percent of a length of a strut. Furthermore there 
is a lack of antecedent basis for the limitation "a strut" in line 4. 
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Double Patenting 

5. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 USPQ 
644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply 
with 37 CFR 3.73(b). 



6. Claims 27-33, 35-47, 49-56 are rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 1-3, 5, 10-23 and 
25-26 of U.S. Patent No. 6,241,762. Although the conflicting claims are not identical, 
they are not patentably distinct from each other because they are merely using 
synonymous language to claim the same limitations. 



7. Claims 27, 38, and 50 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1,4,7, 11 and 1.6 of U.S. 
Patent No. 6,293,967 in view of Klein (USPN 5,922,020). The patent discloses all of the 
limitations in the claims except for the ductile hinges being in the shape of a curved 
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beam having first and second arcuate surfaces facing the same direction with the 
second arcuate surface being larger than the first. Klein discloses the limitations that 
are missing from the patent. It would have been obvious to one having ordinary skill in 
the art at the time of the invention to incorporate the curved hinges to ensure uniformity 
upon opening of the stent (Col 2, lines 39-40). 

8. Claims 27, 38, and 50 are rejected on the ground of nonstatutory obviousness- 
type double patenting as being unpatentable over claims 1,6, 11 and 1 6 of U.S. Patent 
No. 6,562,065 in view of Klein (USPN 5,922,020). The patent discloses all of the 
limitations in the claims except for the ductile hinges being in the shape of a curved 
beam having first and second arcuate surfaces facing the same direction with the 
second arcuate surface being larger than the first. Klein discloses the limitations that 
are missing from the patent. It would have been obvious to one having ordinary skill in 
the art at the time of the invention to incorporate the curved hinges to ensure uniformity 
upon opening of the stent (Col 2, lines 39-40). 

9. Claims 27-29, 31 , 33-38, 39-42, 44-45, 47-50, 53, 55, 56 are provisionally 
rejected on the ground of nonstatutory obviousness-type double patenting as being 
unpatentable over claims 27, 30-41 of copending Application No. 1 1/126,850. Although 
the conflicting claims are not identical, they are not patentably distinct from each other 
because they are merely using synonymous language to claim the same limitations. 
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This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 102 

10. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

1 1 . Claims 27, 30, 32-34, 36-41 , 44, 46-48, 50-55 are rejected under 35 
U.S.C. 102(e) as being anticipated by Klein (USPN 5,922,020). 

12. Klein discloses a stent with a plurality of beams (32) and plurality of ductile 
hinges (42) in the shape of a curved beam having first and second arcuate surfaces 
facing the same direction with the second surface larger than the first. The hinge width 
is at least 50% or 2/3 smaller than the beam width (Fig. 7A). There is an abrupt 
transition between the cross sectional area of the struts and the cross sectional area of 
the ductile hinges that extends less than 1 0% of the length of the beam. The ratio of the 
length of the hinge to the length of the beam is less than 1 :6. The ductile hinges are 
asymmetrical (Fig. 7a where the line of asymmetry goes from the top of the figure to the 
bottom) and are configured to reach a first and second predetermined strain level where 
the first is larger. The ductile hinges are configured so that upon compression during 
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crimping, the strain will be distributed along the first arcuate surface and upon 
expansion, the strain will be distributed along the second arcuate surface. 



Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claims 31 and 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Klein in view of Kusleika (USPN 5,722,979). 

15. Klein discloses the claimed invention as stated above. 

16. Klein does not disclose the device is expandable by a balloon. 

17. Kusleika discloses a balloon catheter that is used to deliver stents where the 
balloon inflation pressure ranges from 2 to 6 atmospheres (Col 2, line 56-57 and Col 3 
lines 28, 46, 62). 

18. It would have been obvious to one having ordinary skill in the art at the time of 
the invention to use a low pressure delivery balloon to deliver a stent in order to 
minimize potential medical complications such as balloon rupture, or damaging healthy 
tissue if the balloon is improperly placed (Col 1, lines 24-40). Kusleika offers the 
motivation. The inventions are analogous with each other and the instant invention and 
therefore the combination is proper. 
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19. Claims 35, 49 and 56 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Klein in view of MacGregor (USPN 4,994,071). 

20. Klein discloses the claimed invention as stated above. 

21 . Klein does not disclose a beneficial agent for delivery to the patient. 

22. MacGregor discloses that a stent can be coated with surface treatments to 
provide for the elution of drugs. 

23. It would have been obvious to one having ordinary skill in the art at the time of 
the invention to incorporate drug delivery into the stent. It is well known in the art to 
deliver drugs to the stent site to prevent restenosis and or to heal diseased tissue. The 
inventions are analogous with each other and the instant invention and therefore the 
combination is proper. 

24. Claims 28, 29, 42 and 43 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Klein. 

25. Klein discloses the invention as stated above. Klein does not disclose that the 
hinge width is at least 60%. 

26. At the time the invention was made, it would have been an obvious matter of 
design choice to a person of ordinary skill in the art to make the hinge width smaller 
than the hinge thickness because Applicant has not disclosed that the hinge width being 
smaller than the hinge thickness provides an advantage, is used for a particular purpose 
or solves a stated problem. One of ordinary skill in the art, furthermore, would have 
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expected Applicant's invention to perform equally well with hinge width not being 
smaller than the hinge thickness because it would still be able to act as a deformable 
hinge to receive the strain during compression and expansion. 

27. Therefore, it would have been an obvious matter of design choice to modify Klein 
to obtain the invention as specified in the claim. 



Conclusion 

28. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Allen et al (USPN 6,773,455). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elizabeth Houston whose telephone number is 571-272- 
7134. The examiner can normally be reached on M-Th 8:30-6:00 Alternate Fridays 
8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anhtuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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